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FOOD ANT) DRUG A~~~~lS~~T~O~ 

[2X CFR PART 3101 

[ROCKET NO, 75N-01511 

PROPOSAL TO AMEND PROCEDURES FOR DEWING OR REV0 
APPLICATION$ TO RECEIVE SHIPMENTS OF M 

The Commission&of Food and Drugs is proposing w amend the 

hearing pracedures in the methadone regularions ta prtovide for a 

separation of functiqns between the Bureau of Rrugs,and the Office 

of the Commissioner qoncerniag denial or revocation of approval of 

an application to receive shipments of methadoae, and to describe the 

requirements of a notice of opportunity far hearing and t]re procedures 

governing a request !or hearing. Interested persons have: until (insert 

date 60 days after dare of publicatian in -the FEDERAL REGX~) to 

submit comments. 

The Conmissioner, by an order published In the FEBERAL REGISTER 

of March 13, 1974 (39 FR 97501, promulgated regulations revising, among 

other provisions, 5: 314.200 (23. CFR 314,200) concerning the requirements 

.I' to implement; four 2973 Supfeme Court pua?se Qf fh?y=?is~Q* "yTa". I . _I ,_ . . . .I. _.+ . . .*I- I ,. :* I_ .,, ,,~.., _ 

.* _.. .d&sions @~a$ intiepretcd the new drug pruvfsions of the Federal, 

Food, Drug, and Cosmetic Act. The principal changes ma-& were in the 

separation of funcjtions between the Commissl.oner: and the Director of 
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th e  B u r e a u  o f D rugs  cence rn ing  th e  n a tice o f o p p o r tuni ty  fp r  hea r i ng  

a n d  th e  g ran tin g  or  deny ing  a f a  r eques t fo r  hear ing ,  a n d  in  th e  deve lop -  

m e n t o f p rocedu res  fo r  s u m m a r y  d ispos i t ion o f hea r i ng  reques ts by  th e  

Commiss ioner .  r 

In  th e  p r e a m b l e  to  th e  o rde r  o f Ma rch  1 3 , 1 9 7 4 , th e  Commiss ione r  ;, 

r ecogn ized  th a t, wh i$ ,e  th e  fossner  p rocedu res  h a d  b e e n  u p h e l d  in  th e  

courts,  m o d i f icat ion o f th e  hea r i ng  p rocedu res  to  s e p a .rate sharp ly  th e  

fu n c tio n s  o f th e  C o m & G .ss ioner  a n d  th e  Director  o f th e  B u r e a u  o f D rugs  

was  des i rab le  to  d ispe l  a n :y pe rcep tio n  o f p r e j u d g m e n t a n d  u n fa i rness  

th a t ar ises f rom h a v 'in g  th e  s n m &  pe rson  w h o  issues th e  n q tice o f 

o p p o r tuni ty  fo r  hea r i ng  rl~ le  o n  w h & b e r  a  hea r i ng  is just i f ied, There -  

fore,  th e  Director  e f th e  % u reau  a f Drugs,  by ,an  o rde r  p lsb l i shed in  

th e  s a m e  issue o f th e  F E D E W L  R E G IS T E R  (39  FR  9 6 5 7 ) , was 'd e l e g a te d  i zhe  

a u thor i ty to  i ssue a  n o tice o f o p p o r tuni ty  fo r  hea r i ng  (21  C F R  2 .121( l ) ) .  

If a  r eques t fo r  hea r i ng  3s  m a d e , th e  Comiss ioner  th e n  rev iews,  wi thout  

B u r e a u  a f D rugs  par j t ic ipat ion,  b o th  th e  reques t fo r  hea r i ng  a n d  a  p r o p o s e d  

o rde r  ru l ing  o n  th e  m a tter, draf ted by  th e  B u r e a u  o f Drugs.  A fte r  h is  

wi l l  e ffec tuate  tE e  po l icy  o f r he  Commiss ione r  to  sepa ra te  th e  fu n c tio n s  

o f th e  Director  o f th e  % u reau  o f D rugs  a n d  th e  Commiss ione r  in  i ssu ing  

a  n o tice o f o p p o r tuni ty  fo r  a  hea r i ng  a n d  in  g ran tin g  or  deny ing  a  reques t 
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fo r  a  hear ing .  W o w e v $ r , th e  Commiss ione r  be l ieves  th a t ths  in formal  

c o n fe rence  current ly  & x & L a d  in  th e  m e th a d o n e  regu la t ions  (22  C F R  

3 1 0 .505(h) (2 ) )  is a d v & x ta g e o u s  a n d  s h o u S d  b e  re ta ined.  ThLs  c o n fe rence  

wi l l  n o w  b e  c o n d u c ted iby  th e  Director  o f th e  Div is ion o f P k th a d o n e  

M o n i to r ing  w h o  wi l l  sake  a  r e c o m m e n d a tio n  to  th e  Director/of  th e  B u r e a u  

o f D rugs  conce rn ing  $ h e  app l i ca t&on.  If th e  latter fin d s 'th a t th e  

app l icant  h a s  fa i ledi t  subm i t a d e q u a te  assu rance  justify& g  approva l ,  

o f th e  appl icat ion,  h e  sha l l  i ssue a  n o tS c e  o f.o p p o r tuni ty  fo r  hear ing .  

Current ly ,  5  3 1 !J,505(h)  p rov ides  th a t w h e n  it is fo u n d  th a t a n  

app l icant  fa i ls  to  subm i t a d e q u a te  assu rance  j'ust i fykg approva l .  o f h is  

app l ica t ion  to  r ece&ve  ~ b ~ ~ ~ e ~ t~  o f m e th a d o n e  there inaf ter  re fer red to  

as  m e th a d o n e  appl icat ion) ,  a  n a t ice o f o p p o r tuni ty  fo r  h e a r Z n g  shou ld  b e  

pub l i shed  a n d  al l  m q tters  th e r e a fte r  b e  h a n d l e d  in  acco rdance  wi th th e  

p rocedu res  a n d  + e q u $ r e m e n ts c o n ta i n e d  in  0  3 1 4 .2 0 0 . ,W o w e v e r , s ince  

5  3 1 4 .2 0 0  c o n t& ins tie r ra in  prov is ions  th a t a re  n o t a p p U :cab le  to  m e th a d o n e  

appl icat ions,  th e  < o m m lss ioner  conc ludes  th a t th is  re fe rence m a y  l ead  to  

uncer ta in ty  wi th rega rd  to th e  type o f n o t ice requ i red  E a r  a  n o tice o f 
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requirements for a rekuest for hearing, We, therefare, h&s amended the 

methadone regulations by excerpting from § 3X4,200 the hearing procedures 

and those requiremen& reXavant to a-request for hearing &I a methadone 

application, and has/incorporated them into a naw pparagrk h. specifically 

applicable to methadone applications. Thus, ths procedur.es set forth in 

§ 314.200 remain ess/zntiaEly unchanged. 

The Commissioner advises, bowever, tfiat the 60-day time period 

provided,for by § 314,200 to f5.l.e records and ~~for~tio~ to justify 

a hearing is not apiropriate Ear this regulation, Whf1e.a. 60-day 

period is proper whkn broad sa.%mtlfic issues of drug safety or 

effectiveness are ipvolved, it Is neither necessary nor appropriate, 

to the limited fact&l issues involving the condftlons f&r use of 

methadone by indivfdual treatment programs. TheiRfore, the Commissioner 

proposes to require that both the request for a hearing and al.1 

filings in support, thereof be ,submitted within 30 days, with a 

hearing, when justiified, to be held no more than an additional 90 days 

after the expiration of the initial 30-day t-ime,period ~pv.ded. 

Therefore, usider ttie Federal Food, Drug, and Cosmetic Act (sets. 505, 



and Control Act of i970 (see. 4, 84 Stat. 1242 (42 U.S.C. 257a)), and 

under authority delagated to him (21 CFR 2,120), the Gomissioner 

proposes to amend s1310.505 by revising paragraph (h), a&d by adding 
k& 

a new paragraph (1); to read as Eollows: 

5 310.505 Conditions for use of methadone, 

* ‘* * A * 

(h) Renial. 04 revocation of approval. (1) ,Complat:e or partial. 

denial or revocatisjn of approval of an application to receive shipments 

of methadone (Forms ED-2632 "Applicat$on for Approval. of Use of Methadone 

in a Treatment: Program" and ED-2636 "tiospftal. Request for Methadone for 

Analgesia in Severe Pain and for Detoxification and tiiptenance Treat- 

ment") may be proposed to the IXirector of thy Euge'au af Drugs, Food and 

Drug Administrati&, by the Director of the Difrision OS Methadone 

Monitoring, %vreag of Drugs, on his own initiative or ar the request of 

representatives oE the Drug Enforcement Ad~~i~~a~ra~~o~~ Department of 

Justice, Nationalllnstitufe on Drug Abuse, the State authority, or any 
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after receipt of suqh notificatgon. The applicant she-11 have the right 

to hear and to queseion the information on which the pro osaf ta deny or 
L 

revoke approval is based , and my present any oral OK written information 

and views. 

(3) If the explanation offered by the applicant is not accepted by 
. 

the Bureau of Drugs; as sufficient to justify approval of the application, 

and dexlial or revocation of approval, is tixzrefore proposed, the Director 

of the Bureau of D$ugs will evaluate information obtained in the informal 

hearing before the/Director of the Division of ~~~badu~~ Monitoring. If 

the Director of the Bureau of Drugs finds that -t:lne appl$cant has failed 

to submit adequate: assurance justifying apprmml of the, application, he 

shall fssue a not&e of apportunity for hear~ing with respect GO the matter ,( ̂  
tc;t 

pursuant to paragraph (1) of this section, and the. mtter shall thereafter 

be handled in accordance with the procedures therein. 

(4) If the Secretary determines that there is an~im~inent hazard to 

health, revocatiog of approval will become effective i~~diat~ly and any 

administrative procedures wiPl be expedited. 

*.‘,,. . ‘:.’ : , * by the State. authority unless the denial::o~‘re~~cat~on:.is~based upon..a'. I. aI . ,;. . * :. . ., " ., a.. I.; )*I ,. . ; .‘. . ; ., ._' . : . . .* 
. ; . ,. ; ;;..-.- . . . .*. St;at;e .-C& lor,, re&iit&a. . . $he..appeal. .&a-i1 .,f&rst b~;~~~e to%he Director 06 ,: ./-- 

the Division of eethadonrr Monitoring who shall hold an infomal conference 

on the matter ini accordance with paragraph (h)(2-) of this section. The 
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State authority may Qarticipate in the conferen+e.~ The appellant OK the 

State authority may &xzal the decfsion of the Director, Division of 

Methadone Monitoring; to the Director of the Bureau of Drtigs. If the I 
Director of the Burebu of Drugs proposes to deny or revoke approval, such 

action shall be handled in accordance with paragraph (h) 3) of this section. 

The Director of the(Bureau of Drugs may not grant or retain Food and Drug 

Administration apprqval if he finds that the z@pellant: is not in compliance 

with all applicable!State laws and regulatians and with fhis section. 

(6) Upon revooation of approvxl of an appli.cation, the Director of 

the Bureau of Drugs! will notify the spplicant, the State authority, the 

Dryg Enforcement A~min~is~ra~io~, Department of Juscice, and all other 

appropriate persons that the applicant may no ,longer receive shipments of 

methadone, and will require the recall of all rna~~ad~~~,~~orn the applicant. 

Revocation of apprbval may also result in,criminal prosqzurion, 

request for hearing; grant or;_denial of hen-. (1) .Tke notice to the 

applicant of an opportunity for a hearing on a ~ro~~sa~ by the Director 

: 
I . > . ..z ,i. . . ..‘. c . . of ~t.he~;Bure&. of~.‘Brugs. :$,G +$exxy or :re,voke apprgv@ ,of .,a& .app,kioation: Xp:-. .;;.i...%.. ::;: :,.- .. '..; . . . ', -.. : 1 I 4 '.". j *. jl . $ <. . I., . ,* . *II .a_. ...,I . . ,, :. (..I . . 

receive shipmentsj of methadane (Forms I?&-2632 "App~ic&tion for'Apprava1 . . .% ;. ,. ,L, -.. c.:. ,'..> ._I,,. : ',. I, : ,,. ,_^ " . . , . _) ,' * ,. ,* , :, I ^ 1 , ;, ': , '. . . ; "_ I . . -.+. *, :- . . . . _, 

of Use of Methadoae in a Trez~tment Progrz&*',an%3 ED-2636 "Hospital Request ._ ..' ,1- . ,.. _ . . . . I' f.. . . . . I 0 * i . ' ,.~, ..*: L . . ., 1 '.for.Methadonexfor AmaIgesia,,in Severe Ii&-q Snd: f6r'D.~.~o~~~i~a~i~~,a~~, .: .':.." , It “,t:- 

Maintenance Treatment") will state the reasons for the Director's action 

and the grounds upon which he proposes to issue h3es order. 



(i) Such notice shalll be s&wiSic, i.e., either refarring to specific 

requirements in the statute and regulations wrtth which there is a lack of 

compliance, OK providing a detailed description and-analysis of the specific 

facts resulting in the notice. 

(ii.) The notice will be published in the FEDERAL RKXSTER atid will 

state that the appUcant has 3Cdays after the date af publication of the 

notice within which !he is requir.ed to file a writt,en.notice of appearance 

and request for hearingif he elects to avail himself o,fithe opportunity 

for a hearing. Thelfaflure to file such a written notice of appearance 

and request for hearing within that.30 days constitutes an election by the 

applicant not to avail himself of the opportuxxity for a .hearkng. 

(2) The noti qe of opportunity for -hearing sha"iL1 be irovided to an 

applicant by deliverfng the notSee in person or by send%ng it by registered 

or certified mail to the last address shawn in the app2$ca&i.on to receive 

shipments of methadone. 

(3)(11 If the applicant elects to avail himself of the opportunity 

for hearing, he sh@L file ~5th the Heaxing Clerk within 30 days 

after the date of ;the publication of the notice of ogpdrtunity for 

shipments of methbdone. * 



(ii} No record!, Dada, or 2nformatfon subm&tted e,fter such 30 

days will be considereCl in determining whether a beariag;is warranted. 

Exceptions may be qde an the basis of a showgng of inadvertent omission 

and hardship. 

(iii) Any other interested person who is not s&bjeot to th? notice 

of opportunity for hearing may,also submit commmts o-n the proposal to 

deny or revoke .apprpvaL of the appXicatfon to~receive m$thadone shipments. 

Such comments shall1 be submitted within the time, and prjrsuant to the 

requirements, specffied in this secizion. 

(4) The failure of zany person subject to a hoticr,of opportunity for 

hearing to submit 4 notice of appi-aarance and reques~for hearing OK to 

raise all contentions on whjch he relies shall constitute a waiver of any 

such contentions not so rai.sed. 

(5) Upon retbipt of any request fc1: hearing, the l)irector of the 

Bureau of Drugs shall. prepar-e an analysis of the sequedt and a proposed 
. 

order ruling uponthe matter. The analysis and propos order, the request 

for hearing, and any propo'sed order deny%ng a hearing and response pursuant 
..!Li,d- 

. .., ..' ~ .; of, the.Bureau of Drugs &al&_partlcipate or,@vise in ;th,e.review and . . ; ,..+",. '. .., ..,, ::., ..,. .. I 1~ . . '.,“. c- .'.. ~. .', (, . _. :. '. 

46) A request for hearing may not rest upan mere allegations or 

denials but mustset forth specific facts showing thae: there is a genuine 



and substantial issue of fact that requires a hearing wi.&h respect to , .I 
the particular ?pplication specified in the rquest for hearing. 

(i) A specific notice of opportunity for, heaEing,($s defined in 
.&a5 

paragraph (l)(l)(i); of this section) shaZ1 state that, kf it, conclusively 

appears from the fake of ,the records, data, and ~~fo~t~~~ in the request 

for hearing that there is no genuine and substantfal is$us of fact which 

precludes the denial of approval of the ap@JxatPon or the revocation of 

approval of the application ) the Commissioner wil.1 enter summary judgment 

against the person;(s) who requests a hear-ing, making EQxIings and con- 

clusions and denyijng a, hearing. Any such arder entmxixg smma~ry judgment 

shall set forth ir$ detail the finclings and conclusionsjof the Commissioner 

and shall specifyjwhy the applicant fails to met the requirements of 

the statute and r$gularjons or why the request ,for hearing does not 

raise a genuine and substantial fssue of fact. 

(ii) Where :the 'pmx~on(s). requesting ? hearing stibmits records, data 3 

or information 06 a type r;quired by the statute and regulations, and 

the Director of the. Bureau of Drugs concludes that sumry judgment 

against such per$on(sj sho&i be considered, he shafl- serwe upon such 

person(s) shall have 30 days after receipt of-such pkoposed order to 
_,' ',',, : . _, . ."';,. I .... ; ,,,.;.. .' : f :..:‘..- I: ;,,<.x-'-. ' I : . . . '... :,: _, .; ,:: ; . i . ". ,* . I..,.-',. ;: . '.;, .., .-. 

. : ', . . : respond wi.th.s.~fficSe~t,reeords, data,.and ~~~.o~~~~-~~ to demonstrate ,, . , 

hearing. / 



(iii) If reviewIlbf the records, data, and i;nformatio~ submitted 

warrants the concfusion ~that the ground(s) cited in the no-tice are not 

valid, the Commissioner shall deny the hearing, enter su 2-y judgment 

for the person(s) requesting the hearing, and resr;ind the ~orice of 

opportunity for hear&g. 

(iv) In the case of denial or revocation af approval, if a hearing 

is requested and just$fied, it shall comnence no more than 90 days after 

the expiration of such 30 days {the period within whkch the request for 

a hearing and all fil&ngs must -be made pursuant to paragr:ph %(l)(Z) 

of this section). 1 

(v) A hearing shall be granted if there exists a genuine and sub- 

stantial issue of fakt or if the Conmissioner concludes, in his discretion, 

that a hearing would; otherwise be in the public interest. 

(vi) A request! for hearing, and any subsequent grant or denial of 

a hearing, shall be $pplicable only to the particular methadone program 

named in such documents. 

(7) Any appli+tion to receive methadbne shipments subject to a 

_( .": , ;.- , : , of. the.applicatisn.; The CaT8mfssioners amay, in-,hi& xtliscretioaj defer ok- S, %:;,;:: 
* . : . . . I.. . . 

. sr;iy such ~c&.on.~pe&&ng a'ruli~g au &I$ relatkd'requek< &or a hearing _I':. . 
. . . 

."' . . .: . . '.. 1 1'S, .-, . . . . _* . : .- '.. . *:.. C'. ,. , I ; :, f .f *.- .- ,. ". . . ._I ..I. .' _( :, '_ : ._. ,,,.. 
'or Pending any related &a>i.ng or other ad"nlinistrative OT judicial. 

proceeding. 
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Interested persons may, oa 62~ before (iqsert date 60 d@ys after 

date of publication in: the FEDERAL R&XSTE&), $ubmi-t to ths Hearing 

Clerk, Food and Drug A~minisfxation, Rm. 4-65, 5600 .Fisliex-fi Lane, 
. 

Rockville, MD 20852, $ritten tiomments (preferably in.qtiinQ@icate 

and identified with the Hearing Clerk docket number found fn.brackets 

in the heading of thi4 dwxqent) .xegarding this propbsal. ,Received 

comments may be seen +n the above office-during,worki~g h~&rs~ Monday 

through Friday. 
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